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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.1 14, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 9/8/09 has been entered. 

Applicant's arguments filed 9/8/09 have been fully considered but they are not 
persuasive. 

Claims 1-6 are under consideration by the examiner. 

The rejection of claims 1-6 under rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stahl et al. in view of Fuglsang, Olivares-Trejo et al., and Jeh et al. is withdrawn in view of 
the claim rejections. This rejection could be reapplied if applicant amends the claims to 
overcome the new matter rejection set forth below. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 

and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-6 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
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described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. This is a new matter rejection. 

Page 6 of the specification discloses that: 

SEQ ID N0:1 Amino acid sequence and DNA sequence encoding the a-chain of 
HGF, original sequence according to GenBank M73239 (without 
signal sequence) 

SEQ ID N0:2 Protein sequence of the a-chain of HGF 

SEQIDN0:3 Amino acid sequence and DNA sequence encoding NK4 

according to the invention (amino acid sequence including N- 
terminal methionine, DNA sequence including two stop codons) 

SEQ ID N0:4 Protein sequence of NK4 

Inspection of these sequences shows that SEQ ID NO: 1 corresponds to nucleotides 159- 
1547 of GenBank M73239 and SEQ ID NO: 2 corresponds to amino acids 32-494 of the encoded 
sequence. The nucleic acid sequence of SEQ ID NO: 3 encodes an N-terminal methionine, 
followed by a serine, followed by a sequence encoding amino acids 33-478 as disclosed in 
Swiss-Prot P14210, followed by two stop codons (taa and tag). The codons for the Arg amino 
acids at positions 3, 5, and 6 of the encoded sequence are each CGT in SEQ ID NO: 3. SEQ ID 
NO: 4 corresponds to Met, Ser, followed by amino acids 33-478 as disclosed in Swiss-Prot 
PI 42 10. Note that these ranges of amino acids DO NOT correspond to the numbering in instant 
SEQ IDNOS: 1-4. 
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Thus, the recitation in claim 1 as amended "amino acids 32-207 of SEQ ID NO: 3" is not 
disclosed by the specification. The amino acid positions in the specification are with respect 
Swiss-Prot P14210. (See page 2 of the specification.) The only place the specification 
references any sequence identifiers is on page 6. Similarly, the recitation in claim 5 as amended 
"amino acids 32-207 of SEQ ID NO: 2" is not disclosed by the specification. It appears that 
amino acids 3-177 of SEQ ID NO: 4 correspond to amino acids 33-207 of Swiss-Prot P14210. It 
appears that amino acids 3-448 of SEQ ID NO: 4 correspond to amino acids 33-478 of Swiss- 
Prot P14210. It appears that nucleotides 1-531 of SEQ ID NO: 3 encode amino acids 1-177 of 
SEQ ID NO: 4. It appears that nucleotides 1-1344 of SEQ ID NO: 3 encode amino acid acids 1- 
448 of SEQ ID NO: 4. Applicant is reminded that the serine at amino acid position 2 of SEQ ID 
NO: 4 reflects the amino acid substitution of serine for glutamine at amino acid position 32 of 
Swiss-Prot PI 420. (See paragraph bridging pages 2-3 of the specification.) 

The following claims would be allowable. 

1. A nucleic acid comprising nucleotides 1-531 of SEQ ID NO: 3. 

2. A nucleic acid comprising nucleotides 1-1344 of SEQ ID NO: 3. 

3. A nucleic acid encoding amino acids 1-177 of SEQ ID NO: 4 wherein at least one of 
the codons encoding Arg at amino acid positions 3, 5, and 6 of SEQ ID NO: 4 is CGT. 

4. The nucleic acid of claim 4 wherein each of the codons encoding Arg at amino acid 
positions 3, 5, and 6 of SEQ ID NO: 4 is CGT. 
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5. A nucleic acid encoding SEQ ID NO: 4 wherein at least one of the codons encoding 
Arg at amino acid positions 3,5, and 6 of SEQ ID NO: 4 is CGT. 

6. The nucleic acid of claim 6 wherein each of the codons encoding Arg at amino acid 
positions 3, 5, and 6 of SEQ ID NO: 4 is CGT. 

7. A method for the production of an NK polypeptide comprising the a-chain of 
hepatocyte growth factor polypeptide or an N-terminal fragment thereof comprising the steps of 

a) expressing the nucleic acid of any one of claims 1-6 in a microbial host cell; 

b) isolating inclusion bodies containing said NK polypeptide in denatured form; 

c) solubilizing the inclusion bodies; and 

d) renaturing the denatured NK polypeptide. 

The prior art of record does not disclose nor suggest a nucleic acid encoding an NK 
polypeptide having Met-Ser at the N-terminus in combination with the specific CGT codons for 
arginine at positions 3,5, and/or 6 of SEQ ID NO: 4. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is (571)272-0712. 
The examiner can normally be reached on Monday-Friday, 5:30 am - 2:00 pm. 

If attempts to reach the examiner by telephone are unsuccessfiil, the examiner's 
supervisor, Gary Nickol can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Marianne P. Allen/ 

Primary Examiner, Art Unit 1647 

mpa 



